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Commissioner for Patents 

P.O. Box 1450 

Alexandria, VA 22313-1450 

PRE-APPE/VL BRIEF REQUEST FOR REVIEW 

Sir: 



The present Request for a Pre-Appeal Brief Review is being submitted 
concurrently with a Notice of Appeal and follows the issuance of a final 
Action on April 14, 2006 (hereafter, the "final Action"). 

The pending claims are Claims 1, 7, 11, 14, 15, and 18 to 23 (the 
final Action erroneously did not identify Claims 24 to 27 as being pending). 
Following the issuance of the final Action, applicants filed a Reply on August 
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14. 2006 (hereafter, the "August 2006" Reply) in which arguments were 
presented for the traversal of the Exammer's Section 102 and 103 rejections. 
In addition, the Reply included claim amendments in accordance with 
recommendations made by the Examiner during a conference by telephone on 
August 10, 2006 to address a Section U2 rejection. However, in a 
September 14, 2006 Advisory Action (hereafter, the "Advisory Action"), the 
aforementioned amendments were not entered; the Examiner indicated they 
would require an additional search. The Examiner maintained her Section 
103 rejection and advised that the Section 102 and 112 rejections would be 
maintained because the arguments presented in the Reply allegedly related to 
the claims as amended in the proposed amendment only and thus were moot. 

Applicants submit respectftilly that each of the Examiner's rejections 
were m clear error. Each of these rejections is described in further detail 
■ below. 

Discussion of the Examiner's Section 102 Rejection 

In the Advisory Action, the Examiner advised that the Section 102 
rejection would be maintained because the traversal arguments presented in 
the August 2006 Reply were contingent upon entry of the amendments 
therein and the amendments were not entered. Applicants submit, however, 
thai the Examiner's maintenance of this rejection is in clear error because the 
arguments presented were not in fact contingent upon entry of the 
amendments. In fact, the arguments presented in the August 2006 Reply 
repeat arguments made in the previous January 23, 2006 Reply which relate 
to the claims in their then-pending form. The arguments remain valid as 
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applicants' colloid clearly distinguishes structurally from that disclosed in the 
prior art in that it does not require the presence of an additional layer of 
anionic lipids or anionic polymers around the DNA-containing complex as 
the colloid of the prior art does. Inasmuch as the traversal argument is not 
contingent upon the amendment of the August 2006 Reply, the Examiner's 
maintenance of the rejection is in clear error. 

Discussio n of the Examiner'.s Section 103 Rej ection 

In the present and previous Actions, the Examiner based her Section 
103 rejection on her view thst a prima facie case of obviousness has been 
established because applicants have foiled to present evidence to rebut the 
prima facie case of obviousness. Applicants submit respectfiilly that the 
Examiner's above argument is in clear error because applicants have indeed 
presented such evidence. 

In order to establish a prima facie case of obviousness, the Examiner 
must shovir, under MPEP §2143, that one skilled in the art would have had a 
reasonable expectation of success that the invention as claimed would work 
for its intended purpose. In their Replies of January 23, 2006 and August 14, 
2006, applicants have provided evidence as to why there should not be such 
an expectancy by pointing out that Tmbetskoy ct al. (a reference cited by the 
Examiner) states that the addition of anionic compounds to a complex 
containing DNA and cationic lipids or cationic polymers could lead to 
destabilization of the complex. As such, one skilled in the art would not have 
expected that the present invention, which involves the conversion of cationic 
lipids or cationic polymers in such a complex into anionic or neutral form 
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would lead to a stable complex (please refer to the above Replies for a more 
detailed explanation of this argument). 

The Examiner has not addressed the above evidence. It is clear error 
for the Examiner to maintain her Section 103 rejection without addressing 
why tlie evidence presented by the applicants does not rebut the establishment 
of a prima facie case of obviousness. 

Discussion of the Examiner's Section 1 12 Rejection 

In the present Action, the Examiner maintained her Section 112, 
written description requirement, rejection because the amendments made in 
the August 2006 Reply were not entered. According to the Examiner, the 
claims as amended would require an additional search. This is in clear error 
because the amendment merely amends the claims to delete language added 
by a January 23, 2006 amendment which the Examiner objected to and 
clarifies that the claimed method relates to the modification of the surface 
potential of a complex contained in a colloid. This is clearly supported in the 
application (see, for example. Examples 1 and 2). As such, the claims, as 
amended, are in line with the subject matter of the claims as filed originally 
(applicants note that, prior to the January 2006 Reply which introduced the 
language the Examiner objects to, no Section 112, written description 
requirement, rejection was issued). The amendments, therefore, do not 
require a new search. 

In addition to the above, applicants submit that the substance of the 
rejection is in clear error as well. As evident from the above, the objection is 
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really one of indefiniteness. As such, the Examiner's rejection should have 
been one under Section 112, second paragraph. 

Conclusion 

In view of the above remarks, applicants submit respectfully that the 
Examiner's rejections were in clear error and should be withdrawn. 
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